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DETAILED ACTION 
Priority 

1 . Acknowledgment is made of Applicant's claim for foreign priority under 35 
U.S.C. 1 19(a)-(d). A certified copy of parent Application No. Japan 2003-340851 , filed 
on 30 September 2003 has been received. A priority date of 30 September 2003 is 
given to claims 1-4, 7, 10-16. 

Continued Examination Under 37 CFR 1.114 

2. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 22 
September 2009 has been entered. 

35 use § 112, 6'" Paragraph 

3. Applicant has amended the claims from "separation display means " to 
"separation display section. " and removed the language " means " from corresponding 
claims. Therefore 35 USC 112, 6'^^ paragraph is no longer invoked. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual Inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the phor art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 1-4, 7 and 10-12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sperko; William A. et al. (US 5910138) in view of Hustad et al. (US 
5103979) in view of Brochman (US 3923198). 

7. Regarding claims 1 and 7. Sperko discloses a medical container (col. 3, lines 21- 
37, col. 9, lines 60-67, Figs. 1, 2, container 10) comprising: 

8. a separable partition wall section which is formed by heat-welding or bonding 
parts of container outer members opposed to each other (col. 7, lines 34-41, col. 17, 
lines 14-22, Figs. 1 , 2, peelable seals 25, 26 formed by heated bars); and 

9. the partition wall section being at least partially blocked or filled by contents in the 
medical container when the partition wall section is separated (col. 7, lines 54-61, Figs. 

1 , 2, seals 25, 26 ruptured to allow mixing). Examiner interprets the mixing and flow of 



Application/Control Number: 10/573,755 Page 4 

Art Unit: 3761 

medication between tlie spaces of seals 25 and 26 as at least partially blocking a 
partition wall section, since particulate matter moves into the space between these 
seals during mixing (col. 8, lines 19-31, especially lines 28-31). Sperko discloses the 
invention substantially as claimed, see above. However, Sperko lacks a separation 
display section as claimed [1 , 7]. Hustad discloses a package for hermetically sealing 
consumable products (col. 1, lines 8-15, col. 4, lines 9-28, especially lines 16-22), 
further comprising: 

10. a separation display section (col. 4, lines 9-28, especially lines 16-22, col. 5, lines 
40-55, Figs. 5-6, peel seal area 25); 

1 1 . said separation display section being visible from outside the container outer 
member opposed to the container outer member on which the separation display 
section is provided, prior to separation of the partition wall section (col. 6, lines 25-33, 
Figs. 10-11, transparent front panel 41 and opaque rear panel 42). To clarify, an opaque 
rear panel allows viewing only from a side opposed to the container outer member on 
which separation display means is provided. 

1 2. One would be motivated to modify Sperko with the separation display section as 
taught by Hustad to ensure that mixing has occurred since Sperko calls for a 
transparent material that allows a user to inspect contents visually (col. 8, lines 19-31 , 
especially lines 28-31). in other words, Sperko points out the importance of inspecting 
the contents of a mixing bag before dispensing to a patient. Hustad provides the 
advantage of indicating upon even casual examination when a package has been 
opened due to either tampering or normal use (col. 4, lines 9-15). Therefore, it would 
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have been obvious to one of ordinary skill in the art at the time the invention was made 
to modify the invention of Sperko as discussed with the separation display means as 
taught by Hustad in order to allow quick examination of package. 

1 3. Sperko in view of Hustad discloses the invention substantially as claimed, see 
above. However, Sperko In view of Hustad discloses only a separation display section 
printed directly on a separation display means (Hustad, col. 5, lines 7-20, peel seal area 

25 and peel seal message indicia 27 formed by heat seal bar). Additionally, Sperko and 
Hustad lacks printing on an outer surface as claimed [claims 1 and 7]. To restate, 
Sperko and Hustad are silent regarding a separation display section provided or printed 
on an outer surface, and also lack a film as claimed [claim 7]. 

14. Brochman discloses a tape closure system having an opacifying layer and 
obscuring effect (col. 1, lines 44-46, 53-62, col. 3, lines 37-43), further comprising 
separation display means provided on an outer surface of a container (col. 4, lines 10- 
19, Fig. 1, Indicator strip 16). Examiner interprets the limitation of "printing" on one of the 
container outer members broadly to include indicator strip 16 of Brochman as provided 
outside and bonded to layer 20. Brochman provides the advantage of simultaneously 
hermetically sealing an aperture and providing tamper Indication (col. 4, lines 10-19, film 

26 and adhesive 28 sealing aperture 12). This is valuable In the present Invention since 
a bag containing separate medical products often require sealing an edge during 
manufacture. Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the invention of Sperko in view of Hustad as 
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discussed witli tlie separation display means as tauglit by Brochman in order to 
simultaneously seal an opening and provide tamper indication. 

15. Regarding the limitation of a separation display means "provided by printing," 
Examiner notes that the claims are directed to a device, not necessarily the method of 
manufacturing. That is, Examiner compares the claimed structure of a separation 
display means with the peel seal area 25 of Hustad and indicator strip 16 Brochman, not 
the respective methods of manufacturing. Hustad embosses a readable design with a 
heated bar (col. 5, lines 7-20, especially lines 15-20, heat seal bar creating opacity 
condition indicia). This method is consistent with printing methods disclosed in the 
specification (p. 16, lines 8-14, especially line 9, "hot stamping"). Also, Brochman prints 
indicia with ink, consistent with methods from the specification (p. 16, 18-14, especially 
line 10, "Inkjet printing"). 

16. Regarding claims 2. 3. 1 0 and 1 1 . Sperko discloses a medical container 

comprising: 

17. [2, 10] outer members made of synthetic resin film (col. 8, lines 10-18, especially 
line 18, polymer films); and 

18. [3, 1 1] wherein the medical container is a multiple-chamber container which has 
a separable partition wall section formed by heat-welding parts of films opposed to each 
other and has a plurality of chambers partitioned by the partition wall (col. 17, lines 14- 
22, Figs. 1 , 2, peelable seals 25, 26 formed by heated bars and separating container 
into a plurality of chambers). 
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1 9. Regarding claims 4 and 12. Sperko discloses the invention substantially as 
claimed, see above. However, Sperko lacks separation display means as claimed 
[claims 4 and 12]. Hustad discloses: 

20. a separation display section having a symbol display section (col. 6, lines 25-33, 
Figs. 10-11, message information 45); and 

21 . a symbol covering section provided outside the symbol display section (col. 6, 
lines 25-33, Figs. 10-11, rear panel 42); and 

22. the symbol covering section covers the symbol display section such that the 
symbol display section cannot be visually recognized from outside the container outer 
member on which the separation display section is provided (col. 6, lines 25-33, Figs. 
10-11, rear panel 42 disclosed as opaque and therefore preventing the symbol display 
section from being visually recognized from outside the container outer member on 
which the separation display means is provided). Hustad provides the advantage of 
allowing even minor openings of a peel seal to be detected (col. 6, lines 18-24). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the invention of Sperko as discussed with the separation 
display means as taught by Hustad in order to detect even minor openings of a peel 
seal. 

23. Claims 13-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sperko; William A. et al. (US 591 01 38) in view of Hustad et al. (US 51 03979) in view of 
Brochman (US 3923198), further in view of Porchia; Jose et al. (US 5564834). 
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24. Regarding claim 13. Sperko, Hustad and Brochman disclose the invention 
substantially as claimed, see above. However, these references lack printing on each of 
the container outer members as claimed [13]. Porchia discloses a thermoplastic bag 
with a closure (col. 1, lines 22-30, Fig. 1, bag 20), comprising: 

25. a separable partition wall section (col. 3, lines 34-40, Fig. 2, closure arrangement 

25); and 

26. separation display sections on each of the container outer members (col. 7, lines 
41-50, Fig. 19, interrupted portions 111a, 112a). 

27. Porchia is silent whether interrupted portions 111a, 1 12a are printed on an outer 
surface of said partition wall section. Instead, Porchia discloses more broadly that the 
closure members are colored at certain intermittent or interrupted portions. In this 
rejection. Examiner cites Brochman as teaching printing on an outer surface of a 
partition wall section, and Porchia as demonstrating separation display sections on each 
of the container outer members. 

28. Porchia clearly indicates whether a closure has been opened by forming a single 
line when closed, and an alternating line when opened (col. 7, lines 45-50). Here, 
Porchia provides an unambiguous signal showing whether a closure has been opened. 
Additionally, Porchia provides an indicator visible from both sides of a closure. One 
would be motivated to modify Sperko, Hustad and Brochman by providing separation 
display sections on each container outer members as taught by Porchia to indicate 
clearly whether a closure has been opened, and allow inspection from both sides. 
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29. Regarding claim 14. Sperko and Hustad disclose the invention as substantially 
claimed, and lack separation sections provided by printing on a film as claimed [14]. 
Examiner cites Brochman as teaching printing on a film as discussed for claims 1 and 7 
above. 

30. Regarding claims 15 and 16. Sperko discloses the invention as substantially 
claimed, but lacks a symbol covering section that prevents a symbol display section 
from being visually recognized from outside a container as claimed [15]. Hustad 
discloses a symbol covering section (col. 6, lines 25-33, Figs. 10-1 1, opaque rear panel 

42) as discussed for claims 4 and 1 2 above. 

31 . Sperko, Hustad and Brochman disclose the invention as substantially claimed, 
but do not provide symbol display and covering sections on each separation display 
section. Examiner cites Porchia as demonstrating a plurality of at least symbol display 
sections. In other words, Porchia teaches alternating or intermittent displays that show 
whether a closure has been opened. See discussion of claim 13 above regarding 
rationale and motivation to modify Sperko, Hustad and Brochman in view of Porchia. 



Response to Arguments 

32. Applicant's arguments, see p. 7-9 filed 22 September 2009 with respect to the 
rejection(s) of claim(s) 1-4, 7 and 10-12 under 35 USC § 103 over Sperko, Hustad and 
Brochman have been fully considered but are not persuasive. Therefore, the rejection 
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is maintained. New claims 13-16 are rejected under 35 USC § 103 over Sperko, 
Hustad, Brochman and Porchia. 

33. Applicant notes that each of Sperko, Hustad and Brochman fail to disclose or 
suggest separation display sections on each of the container outer members, as 
required by new claims 13-16. Examiner cites Porchia as teaching a plurality of 
alternating separation display sections in the new grounds of rejection. 

34. Applicant asserts that the combination of Sperko, Hustad and Brochman fails to 
support a case of prima facie obviousness under 35 U.S.C. S 103(a) of the medical 
container recited in claims 1-4, 7 and 10-12. Applicant reasons that one would not have 
been motivated to modify Sperko according to the teachings of Hustad and Brochman, 
since Hustad discloses a seal that is clear when sealed but opaque when broken. 
Applicant finds that the opacity condition would at least partially obscure the contents of 
the container of Sperko in the broken seal area and prevent the contents from being 
capable of being visibly inspected as intended by Sperko. Examiner notes that the 
areas of text within message information 31 , 32 or 35 become opaque, although 
surrounding areas may remain transparent. That is, an area remains transparent to 
allow the product to obscure visibility instead. 
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Conclusion 

35. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

♦ Tanaka; Hiroshi et al. US 5501887 

♦ Fukushima; H. et al. US 7293646 

36. Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to: 

Adam Marcetlch 
Tel 571-272-2590 
Fax 571-273-2590 

37. The Examiner can normally be reached on 8:00am to 4:00pm Monday through 
Friday. 

38. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zaiukaeva can be reached on 571-272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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39. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Adam Marcetich/ 
Examiner, Art Unit 3761 

/Leslie R. Deak/ 

Primary Examiner, Art Unit 3761 

1 5 December 2009 



